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« - ^ " l he MAILING DA TE of th 's communication appears on the cover sheet with the correspondence address - 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. " 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). in no event however may a reply be timelv filed 
after SIX (6) MONTHS from the mailing date of this communication Y P Y V 

" !! mo n!HnH 1°' ^ Spedfie ? te '?! S than thirty (30) days ' a ^ within the mini ™™ of thirty (30) days will be considered timelv 

- If NO period for reply ts specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailina datf of th T rLm, .ni^ti™ 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED i ( 3 Tu S C s 1 S COmmuniCatlon - 

" e^{= K^TtST aft6rthe maNing d3te ° f thiS C ° mmUniCati0n ' ^ In 1 y 33) - 

Status 

1 Responsive to communication(s) filed on 1 1/26/2003 . 
2a)D This action is FINAL. 2b)[X] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD 11 453 O G 213 
Disposition of Claims > 

4) [g| Claim(s) 33 and 63-66 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) [X] Claim(s) 33 and 63-66 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or *>)□ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No 



3.D Copies of the certified copies of the priority documents have been received in this National Staqe 
application from the International Bureau (PCT Rule 17.2(a)) 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 1^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) m Notice of References Cited (PTO-892) 4) □ interview Summary (PTO-413) Paper No(s) 

2) U Not,ce of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-1 52) 

3) 2SJ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 11 & 13 . 6) □ Other: 
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Application/Control Number: 09/765, 1 1 1 p age 2 

Art Unit: 1634 

DETAILED ACTION 
Response to Arguments 
Election/Restrictions 

Applicant's arguments filed 1 1/26/02 have been fully considered but they are not persuasive. 
Applicant's election with traverse of Group XI, claim 33 and addition of new claims 63-66 in 
paper No. 16 is acknowledged. The traversal is on the ground(s) that the examiner could, 
without undue burden on his time or searching efforts, search and examine all claims. It is 
maintained however, that the Official Gazette and notices posted on the PTO website have 
included guidance "to include up to 10 nucleotide sequences per application." The examiner 
retains his/her discretion in the inclusion of "up to 10 sequences." It is further maintained that the 
examiner adhered to the PTO policy concerning restriction practice as defined in 35 U.S.C. 121, 
"if two or more independent and distinct inventions are claimed in one application, the 
commissioner may require the application to be restricted to one of the inventions." The 
examiner maintains that the inventions are distinct, each from the other and have been restricted 
appropriately. 

Priority 

Acknowledgement of the provisional application drawn to this same subject matter has been 
made. The filing date of the instant claims is deemed to be the filing date of the provisional 
application 60/177, 109 filed on 01/20/2000. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 33 and 63-66 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

A. Claims 33 and 63-66 are indefinite and vague because the claims do not recite the basic 
steps of the claimed method in a positive, active fashion (see Ex parte Erlich 3 USPQ2d, 1011 
(BPAI 1986). "Analyzing" is a vague term and does not clearly set forth the method steps 
required to identify a PAX8- PPARyl molecule. The term includes performing a mental step 
and is not considered to be an active process step. The claims lack any positive process steps. 
For example, in the instant case, the Applicant could amend Claim 33 to "An assay for detecting 
the presence of a fused PAX8-PPARyl molecule comprising detecting a PAX8-PPARyl nucleic 
acid molecule ..." 

B. Claims 63 and 64 are indefinite and vague because the claims refer to a "PPARy" 
molecule while claims 33, 65 and 66 all refer to a "PPARyl" molecule. It is not clear how the 
two molecules relate to one another and further how their detection would vary ie, the nucleic 
acid probe is able to detect both the "PPARy" and "PPARyl" molecules. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim 33 is rejected under 35 U.S.C. 102(b) as being anticipated by Sozzi et al.(Cancer 
Genetics Cytogenetics, 1992), 



Claim Rejections - 35 USC § 102 
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Sozzi et al. teaches a method of detecting the translocation(2;3)(ql2-13;p24-25) in 
Follicular Thyroid Adenomas. It is an inherent property of the t(2;3)(ql2-13;p24-25) that it 
contains the PAX8- PPARyl" fusion nucleic acid. Accordingly, in view of the breadth of the 
claims, the method of Sozzi et al, is necessarily one which detects a "PAX8-PPARyl" nucleic 
acid fusion. 



Claims 63-66 are free of prior art. While the closest prior art of Sozzi et al., teaches the 
translocation(2;3)(ql2-13;p24-25) in Follicular Thyroid Adenomas, they do not teach detecting 
the fused PAX8- PPARyl fusion nucleic acid using a probe which specifically hybridizes to the 
PAX8- PPARyl junction sequence for the fusion nucleic, nor do they teach detecting the nucleic 
acid by amplification using individual primers wherein one primer hybridizes to PAX8 nucleic 
acid and the second primer hybridizes to PPARyl nucleic acid. 



Any inquiry concerning this communication or earlier communication from the examiner 
should be directed to Sally Sakelaris whose telephone number is (703) 306-0284. The examiner 
can normally be reached on Monday-Friday from 7:0OAM-5:0OPM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W.Gary Jones, can be reached on (703)308-1 152. The fax number for the 
Technology Center is (703)305-3014 or (703)305-4242. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to Chantae Dessau whose telephone number is (703)605-1237. 
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